
F HEALTH ANQ WU AN SERVICES 

Cooperative A to Support the Warld Wealth Organization ~~te~~~tj~~~l 

mme on Chemical Safety; Notke to Accept and Consider a Single Source 

of Funds for Fiscal Year 2002; RFA-FDA-CFSAN- 

AGENC d Drug Ad~n~s~ation, HHS. 

ACTION : Notice, 

~~~~A~~~ e Food and Drug Adm~nis~ation ( A), Center for Food Safety and Applied 

) is announcing its intent to accept and consider a single source a~~~~cation for 

a cooperative agreement to the World Weafth ~ganizat~on ( 

international Progr e on Chemical safety (WC ). FDA anticipates providing 

and indirect costs) in fiscal year 2002 in support of this project. Subject to the avaifabi 

nds and successfu perfo~ance, two additional years of suppo 

year (direct and in irect costs) wilf be avaifab 

The coo~era~ve agreement assures FDA’s p * ation in impo~ant inte~at~ona~ standard 

setting activities for food ~n~edi~nts, conta~nants, an vetefinafy dmg residues which provides 

he public with greater assu~nce of the quality and safety of food sold in the United States. 

~icat~o~ forms are available from, and completed applications shou 

to: Rosem ger, Division of Contracts and ~ocurement Management ( 520)’ 

and Fishers Lane, Rockvilfe, MD 20857, 301-- 27-7182. If an 

ap~~~cat~on is hand-carried or commercially delivered, it should be addressed to 5630 Fishers Lane, 

29, R~ckv~~~e~ MD 20857, FAX 301--82741. 1. Applica~~~~ foms can also be; f~~nd at 
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http:/~www .nih. -toc.htmj. Do not send the a ~licat~on to tlhe Center for 

~c~enti~c Review p Nationa Institutes of Health (NIW). An appfica ion not receive A in 

roGessing will be retu ed to the applicant without consideration. FDA cam not 

receive an application elec~onica~~y. 

~eg~r~~ng the u~~~n~s~ru~~ve un~~nunc~u~ ~unuge~en~ us~ec~s of adds nuance: Rosem 

p~nger (see ADDR SSES), e-mail: rspringe @oc.fda.g 

ng Q-E ~~~g~~~~~~~c ~~~~c~~: Mitchell ~heeseman~ Center 

lied mutation (EE?S--205)’ Food and Drug Ad~~stration, 5 

k, MD 2074U-3835,2~2~~8-3~~3~ e-mai 

eeseman @ClFSAN.fda.gov. 

A is a~nuuncing its intention tu accept and consider a single source application from t 

ort the ~nte~at,~ona~ Programme on Chemical safety. FDA’s autho~ty to enter into 

cooperative agree ents is detailed under section 30 of the Public HeaEth Service Act 

. 241). FDA’s research program is desc~bed in the Catalog of &x-al Domestic 

Assistance 3. Before entering into cooperative agreements, FD carefully consi 

benefits such agree is not subject to review as 

governed by executive Order 2372, ~ntergovemmental Review of Federal Programs (45 CFR p 

~~~). 

under section 409 of the Federal Food, Drug, Cosmetic Act (the act) (21 

premzket approval is required for fosd additives intended for direct addition to food. FDA grants 

approval for the use of such food additives by issuance bf a regulation prescribing the conditions 
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ich the additive ay be safely used, including any specifications regarding identity or 

puck that the additive must meet. 

New animal drugs also require premarlset approval under section 5 12 of the act (2 X 

d additives, FDA establishes appropriate li~tations and specifications for the 

use of a~rna~ 

ce the early 198Os, FDA has provided support for the WH ~ntemationa~ Prolate on 

Chemical Safe 

erative venture of three Unite rations agencies: W 0, ~~temational Labor 

ations ~nviro~ental Programrne (~~~P)~ W 

executing agency and m~ages the Central Unit in Geneva. 

The IPCS orga~zational setting provides an umbrella that allows for ornery co11 

ng multinational cooperative activities, which is an impo~ant step in serving the world 

The va~ous programs under e ~ntemat~onal Pro ramme on Che caf Safety s~g~i~cant 

cont~bute in the development of intemationa~ standar s. An impurtant ogram under I[PCS is the 

and Ag~cul~re ~rga~izatio~~~ Joint Ex ert Committee on Food Additives (j~C~A), 

which is the scienti G advises body to the Codex A~~rnent~~us Co~~ss~on fur food additives, 

ants, and residues of veterinary drugs in food+ Relevant stand~ds’ guidelines, and 

ndations for food a ditives, conta~nants, an veterinary drug residues established by the 

eut~us Co~ss~on are specifica fy recognized by the World Trade ~ga~zat~o~ 

to protect human health, and are presumed to be consistent wit 

e General Agreement on Tari and Trade (GATT). CA requires that 

coun~es consider Codex stand~ds when establishing measures to ensure food safety. 

Since its inception in 1962, FDA has participated in the standard-setting activities of the Codex 

A~iment~us Co~ss~on, ~nc~nd~ng developing standards for food additives, con~a~nants, and 

vete~n~ drug residues- The result of this interaction has been to rn~uta~n the high safety st~d~d 
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for foods ente~~g the Unite States from abroad and to facifitate trade between the united States 

er cuunt~es that ~~t~c~pate in the ~velo~me~t of, and recognize, Co 

A continues to participate in such standard development in order to maintain 

input into the ev~lo~ment of appropriate scientific standards for the protection of t 

redients and to share info~ation on the development of sue 

icipation in ~ntemat~ona~ h~o~zation and in~emational standar 

enhances the Ag~ncy’s abili to achieve intema~ona standards that are favor 

of the US, foe suppfy is not com~ro~sed y inadequate ~ntemat~ona~ stand~ds~ an 

promotes the safe se of food additives i foods in international trade and there 

safe use of foo additives in imported food. elicitation in intema~onal sta~d~d settin 

also reduces the hkehhood of challenges involving food additives being ught before WTO either 

by the U.S, Gove ment or against the U.S. ~ove~ment~ 

activities to be supported by this cooperative a~eem~nt are: 

conduct appropriate work roups and committee meetings, which have 

emphasis on food additives an contaminants, and the evaluation of residues in vet~~na~ drugs 

in food. 

prepare working papers su~~zing the data on substances under 

cunsiderat~on. 

epare written workin papers and technical documents for JEC 7 for the Codex 

ee on Food Additives and ~ont~nants, and for the Codex Co ttee on Residues of 

Vete~n~ Drugs in Foo 

cation of Substan ve Invdvement 

substantive invo vement by the awarding agency is inherent in the cooperative agreement 

award. Accordingly, FDA wif have substantial involvement in the program activities of the project 



funded by the cooperative agreement. substantive involvement includes, but is not limited to, the 

following : 

A will participate as head of the U.S. relegation in the Sessions of the Codex Co~ttee 

Additives and Co tam~nants (CCFAC), This includes p~~c~~atiun in all ad hoc working 

groups associated with CGFAC. This ~~~ci~ation includes, but is not limited to, sawing as chair 

for the CCFAC ad hoe Wor~ng Group on the General Standard for Food Additives (GS 

the CCFAC ad hoc Wor~ng Grou on S~ec~~cat~ons, and ~~~c~~ating in the CCFAC’s ad hoc 

Group on Cont~~nants and Toxins. 

actuate in the Codex Co ittee on Residues of Vete~n~ Drugs in Food 

t ~~~ci~ation incmdes, but is not limited to, chair of CCRVDF and head o 

the U. S. relegation to CCRVDF, 

3. A wifX provide official comments to the Codex ~ecret~at on 

position papers, dr ft Codex standards, and other documents associated with CCFAC and CCRVDF 

that are circulated r cogent. FDA wif ensure that these comments are consistent with current 

agency policy on the use of food additives and the presence of conta~nants in food (CCI?AC), 

rese~ce of veterinary drug residues in food (CCRV~~~ 

4. l?DA will work closely with the Codex Secret at to provide, as needed, in actor 

es givexl to the U.S. Delegation by CCFAC or CCRVDF, ex ert assistance in the timely 

ent of Codex docu may include, but are not li 

(e.g.* associated with Meeting Reports of CCFAC and/or CCRVDF), dat d draft Codex 

~tand~ds (e.g., CSFA). 

5. provide expert advice to FA~~~~ CFA. This advice may include, but is 

7 the areas of food additive specification deve ent, estimation of intake of food 

additives and cant ‘r-rants, risk assessment, and safety assessment of food additives, co~t~nan~s, 

and ve~e~na~ g residues in food. 
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It is anticipated t at FDA will fund this cooperative agreement at a level of approximate 

0 for the first year. An additiunal 2 years of support will be available, depending upon 

fiscal year appro ations, and successful pe~o~ance. 

etition is limite to W~O~IPC~ because it is the parent organizatiun of JECFA, whit 

scienti~c advice to the Codex Aliment~us ~o~ssiun. The i temational foo 

e Codex A~iment~us ~o~ssion are recognized by WTO as necess~ to protect 

public heals and presumed to be consistent with the baste and ~hytosanit~ A~eement of 

GATT. These pro are the only such ograms in existence and make I 

as a ~~tici~ant in ntemational standard setting for food ingredients, contaminants, and vetting 

drug residues. Aw~di~g this cooperative agreement will ensure that the risk assessments provided 

by JECFA to the codex Alimenta~us ~~rn~ss~~n axe science- at food sold in 

the united States is safe, and enhance the safe use of food additives in imported food. 

e o~ginal and two copies of the completed rant application form PIIS 398 (rev. 5/O 

with copies of the appendices for each of the copies, should be sub~tted to Rosemary 

(see A~~~E~~E~). The outside of the mai ing package should be labeled “Response ta 

he application wif be accepted during normal working hours, 8 a.m. to 430 p.m., 

Monday throug Friday, on or before fillers date 30 days a@r date of ~~~~~~~~~~~ irz tFEe lFede~~1 

. Info~ation collection requirements requested on Form PI-I5 398 and the ins~ctiuns 

by the Public Health Service (PI-IS) to the Office of Management an udget ’ 

(OMB) and were ap roved and assigned OMB contra number ~925-~~~ I. 



~nancial status report (ASP) (SF-269) is required. The 

gust be sub~tted to A’s Grants ~anage~cnt Officer within 90 days of the budget 

n date of the grant. Faifure to fife FS in a timely fashion wifl e grmlnds fur suspension 

or te~nati~~ of the grant. 

gram progress re 

I be considered the annua 

program progress report, ESR (SF-269, and invention state 

s after the expiration of the pruject period as noted on the notice of gran 

The a~~~icati~n sub~tted by WI-KY PCS will first be reviewed by grants ~anage~ent and 

progra staff for responsiveness. The requested budget must not exceed ~14~~~~~ (direct an 

indirect c~sts)~ The a~~~~cat~~n wiff be considered n~~es~~ns~ve if it is not in compliance wit 

this dot f an application is found to be nonres ansive, it will be retume to the applicant 

submitted by XPCS wiff under o n~nc~~~et~t~ve dual peer review. 

n wiIf be reviewed for sc~ent~~c and tee nical merit by an ad hoc panel af experts base 

~cab~e evaluation criteria. ff the application is recQ~ended for ap~rQva~, it wiff 

e rational Advisory ~nvir~~enta~ Health Sciences CounciI for their 

c~ncu~e~ce* 

The a~~~~cat~~ will be reviewed and evaluated according to the fotf 



f . The app~~cat~~n clear y demonstrates an understanding of the ose and objectives of 

agreement reg~d~ng the safety of food ingredients, contaminants, an 

drug residues. 

2. The application cIe describes the steps and a proposed schedule for 

accomplishing the activities to be carried out under the cooperative agreement. 

The application presents a clear plan and schedule of steps to accomplish the goals of the 

3. e application esta fishes the app~icant’s ability to perform the resp~ns~b~lit~es under the 

cooperative a~eer~ent including the availability of appropriate staff and ~~~~ci~n~ funding. 

4* specifies the manner in which interaction wi 

t~~ugh~ut the lifetime of 

A will be maintained 

5. The application specifies how IPCS willi monitor progress of the work under t 

a~eement and how progress will be reported to FDA- 

6. The app e a detailed budget that shows: (1) An icipated costs for 

travel, c~~unicat~~ns and postage, equipment, and supplies; and (2) the sources of 

funds to meet those nee 

Support for this project will. be in e form of a cooperative agreement. Tfiis agreement will 

be subject to al1 olicies and requirements that giver the research grant of PEE, 

inc~udin revisions of 42 CFR part 52,45 CFR p s 74 and 92, and PI-K’s grants policy 

e regulations issued under Executive Order 12372 do not apply. The length of su 

e 1 year with the possibility of an a 2 years of noncom etitive support. Continuation 

e first year will be based upan satisfactory performance during the preceding year and 

ava~~ab~~~ty of ederal fiscal year appr~p~at~~ns. The NH odular grant program does not 

appIy ts this FIM program. 


